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§ 405.2124 Calculation of utilization
rates for comparison with minimal
utilization rate(s) and notification
of status.

For purposes of classification the
Secretary will use either the utiliza-
tion rate for the preceding 12 months
or the average utilization rate of the
preceding 2 calendar years, whichever
is higher. The Secretary will inform
each ESRD facility and the network
coordinating council of the network
area in which the ESRD facility is lo-
cated of the results of this classifica-
tion.

§ 405.2130 Condition: Minimum utiliza-
tion rates.

Unless a renal transplantation center
is granted an exception under
§ 405.2122(b), the center must meet the
following minimum utilization rate(s)
for unconditional or conditional status:

(a) Unconditional status: 15 or more
transplants performed annually.

(b) Conditional status: 7 to 14 trans-
plants performed annually.

[55 FR 23441, June 8, 1990]

§ 405.2131 Condition: Provider status:
Renal transplantation center or
renal dialysis center.

A renal transplantation center or a
renal dialysis center (§ 405.2102(e) (1) or
(2)) operated by a hospital may qualify
for approval and be reimbursed under
the ESRD program only if the hospital
is otherwise an approved provider in
the Medicare program.

§ 405.2132 [Reserved]

§ 405.2133 Condition: Furnishing data
and information for ESRD program
administration.

The ESRD facility, laboratory per-
forming histocompatibility testing,
and organ procurement organization
furnishes data and information in the
manner and at the intervals specified
by the Secretary, pertaining to its
ESRD patient care activities and costs,
for inclusion in a national ESRD med-
ical information system and in com-
pilations relevant to program adminis-
tration, including claims processing
and reimbursement. Such information
is treated as confidential when it per-
tains to individual patients and is not

disclosed except as authorized by De-
partment regulations on confiden-
tiality and disclosure (see 45 CFR parts
5, 5b, and part 401 of this chapter).

[53 FR 6548, Mar. 1, 1988]

§ 405.2134 Condition: Participation in
network activities.

Each facility must participate in net-
work activities and pursue network
goals.

[51 FR 30362, Aug. 26, 1986]

§ 405.2135 Condition: Compliance with
Federal, State and local laws and
regulations.

The ESRD facility is in compliance
with applicable Federal, State and
local laws, and regulations.

(a) Standard: licensure. Where State
or applicable local law provides for the
licensing of ESRD facilities, the facil-
ity is:

(1) Licensed pursuant to such law; or
(2) Approved by the agency of such

State or locality responsible for such
licensing as meeting the standards es-
tablished for such licensing.

(b) Standard: licensure or registration
of personnel. Each staff member is cur-
rently licensed or registered in accord-
ance with applicable law.

(c) Standard: conformity with other
laws. The facility is in conformity with
applicable laws and regulations per-
taining to fire safety, equipment, and
other relevant health and safety re-
quirements.

§ 405.2136 Condition: Governing body
and management.

The ESRD facility is under the con-
trol of an identifiable governing body,
or designated person(s) so functioning,
with full legal authority and responsi-
bility for the governance and operation
of the facility. The governing body
adopts and enforces rules and regula-
tions relative to its own governance
and to the health care and safety of pa-
tients, to the protection of the pa-
tients’ personal and property rights,
and to the general operation of the fa-
cility. The governing body receives and
acts upon recommendations from the
network organization. The governing
body appoints a chief executive officer
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who is responsible for the overall man-
agement of the facility.

(a) Standard: disclosure of ownership.
The ESRD facility supplies full and
complete information to the State sur-
vey agency (§ 405.1902(a)) as to the iden-
tity of:

(1) Each person who has any direct or
indirect ownership interest of 10 per
centum or more in the facility, or who
is the owner (in whole or in part) of
any mortgage, deed of trust, note, or
other obligation secured (in whole or in
part) by the facility or any of the prop-
erty or assets of the facility;

(2) Each officer and director of the
corporation, if the facility is organized
as a corporation; and

(3) Each partner, if the facility is or-
ganized as a partnership; and promptly
reports to the State survey agency any
changes which would affect the current
accuracy of the information so re-
quired to be supplied.

(b) Standard: Operational objectives.
The operational objectives of the ESRD
facility, including the services that it
provides, are established by the gov-
erning body and delineated in writing.
The governing body adopts effective
administrative rules and regulations
that are designed to safeguard the
health and safety of patients and to
govern the general operations of the fa-
cility, in accordance with legal re-
quirements. Such rules and regulations
are in writing and dated. The gov-
erning body ensures that they are oper-
ational, and that they are reviewed at
least annually and revised as nec-
essary. If the ESRD facility is engaged
in the practice of hemodialyzer reuse,
the governing body ensures that there
are written policies and procedures
with respect to reuse, to assure that
recommended standards and conditions
are being followed, and requires that
patients be informed of the policies and
procedures.

(1) The objectives of the facility are
formulated in writing and clearly stat-
ed in documents appropriate for dis-
tribution to patients, facility per-
sonnel, and the public.

(2) A description of the services pro-
vided by the facility, together with a
categorical listing of the types of diag-
nostic and therapeutic procedures that

may be performed, is readily available
upon request to all concerned.

(3) Admission criteria that insure eq-
uitable access to services are adopted
by the facility and are readily avail-
able to the public. Access to the self-di-
alysis unit is available only to patients
for whom the facility maintains pa-
tient care plans (see § 405.2137).

(4) The operational objectives and ad-
ministrative rules and regulations of
the facility are reviewed at least annu-
ally and revised as necessary by the ad-
ministrative staff, medical director,
and other appropriate personnel of the
facility, and are adopted when ap-
proved by the governing body.

(c) Standard: chief executive officer.
The governing body appoints a quali-
fied chief executive officer who, as the
ESRD facility’s administrator: Is re-
sponsible for the overall management
of the facility; enforces the rules and
regulations relative to the level of
health care and safety of patients, and
to the protection of their personal and
property rights; and plans, organizes,
and directs those responsibilities dele-
gated to him by the governing body.
Through meetings and periodic reports,
the chief executive officer maintains
on-going liaison among the governing
body, medical and nursing personnel,
and other professional and supervisory
staff of the facility, and acts upon rec-
ommendations made by the medical
staff and the governing body. In the ab-
sence of the chief executive officer, a
qualified person is authorized in writ-
ing to act on the officer’s behalf.

(1) The governing body delineates in
writing the responsibilities of the chief
executive officer, and ensures that he/
she is sufficiently free from other du-
ties to provide effective direction and
management of the operations and fis-
cal affairs of the facility.

(2) The chief executive officer serves
on a full-time or part-time basis, in ac-
cordance with the scope of the facili-
ty’s operations and administrative
needs, and devotes sufficient time to
the conduct of such responsibilities.

(3) The responsibilities of the chief
executive officer include but are not
limited to:

(i) Implementing the policies of the
facility and coordinating the provision
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of services, in accordance with delega-
tions by the governing body.

(ii) Organizing and coordinating the
administrative functions of the facil-
ity, redelegating duties as authorized,
and establishing formal means of ac-
countability for those involved in pa-
tient care.

(iii) Authorizing expenditures in ac-
cordance with established policies and
procedures.

(iv) Familiarizing the staff with the
facility’s policies, rules, and regula-
tions, and with applicable Federal,
State, and local laws and regulations.

(v) Maintaining and submitting such
records and reports, including a chron-
ological record of services provided to
patients, as may be required by the fa-
cility’s internal committees and gov-
erning body, or as required by the Sec-
retary.

(vi) Participating in the develop-
ment, negotiation, and implementation
of agreements or contracts into which
the facility may enter, subject to ap-
proval by the governing body of such
agreements or contracts.

(vii) Participating in the develop-
ment of the organizational plan and en-
suring the development and implemen-
tation of an accounting and reporting
system, including annual development
of a detailed budgetary program, main-
tenance of fiscal records, and quarterly
submission to the governing body of re-
ports of expenses and revenues gen-
erated through the facility’s operation.

(viii) Ensuring that the facility em-
ploys the number of qualified personnel
needed; that all employees have appro-
priate orientation to the facility and
their work responsibilities upon em-
ployment; and that they have an op-
portunity for continuing education and
related development activities.

(d) Standard: personnel policies and
procedures. The governing body,
through the chief executive officer of
the ESRD facility, is responsible for
maintaining and implementing written
personnel policies and procedures that
support sound patient care and pro-
mote good personnel practices. These
policies and procedures ensure that:

(1) All members of the facility’s staff
are qualified to perform the duties and
responsibilities assigned to them and
meet such Federal, State, and local

professional requirements as may
apply.

(2) A safe and sanitary environment
for patients and personnel exists, and
reports of incidents and accidents to
patients and personnel are reviewed to
identify health and safety hazards.
Health supervision of personnel is pro-
vided, and they are referred for peri-
odic health examinations and treat-
ments as necessary or as required by
Federal, State, and local laws. Proce-
dures are established for routine test-
ing to ensure detection of hepatitis and
other infectious diseases.

(3) If the services of trainees are uti-
lized in providing ESRD services, such
trainees are under the direct super-
vision of qualified professional per-
sonnel.

(4) Complete personnel records are
maintained on all personnel. These in-
clude health status reports, resumes of
training and experience, and current
job descriptions that reflect the em-
ployees’ responsibilities and work as-
signments.

(5) Personnel policies are written and
made available to all personnel in the
facility. The policies provide for an ef-
fective mechanism to handle personnel
grievances.

(6) All personnel of the facility par-
ticipate in educational programs on a
regular basis. These programs cover
initial orientation, and continuing in-
service training, including procedures
for infection control. Records are
maintained showing the content of
training sessions and the attendance at
such sessions.

(7) Personnel manuals are main-
tained, periodically updated, and made
available to all personnel involved in
patient care.

(e) Standard: use of outside resources.
If the ESRD facility makes arrange-
ments for the provision of a specific
service as authorized in this subpart,
the responsibilities, functions, objec-
tives, and the terms of each arrange-
ment, including financial provisions
and charges, are delineated in a docu-
ment signed by an authorized rep-
resentative of the facility and the per-
son or agency providing the service.
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The chief executive officer when uti-
lizing outside resource, as a consult-
ant, assures that he is apprised of rec-
ommendations, plans for implementa-
tion, and continuing assessment
through dated, signed reports, which
are retained by the chief executive offi-
cer for follow-up action and evaluation
of performance.

(f) Standard: patient care policies. The
ESRD facility has written policies, ap-
proved by the governing body, con-
cerning the provision of dialysis and
other ESRD services to patients. The
governing body reviews implementa-
tion of policies periodically to ensure
that the intent of the policies is car-
ried out. These policies are developed
by the physician responsible for super-
vising and directing the provision of
ESRD services, or the facility’s orga-
nized medical staff (if there is one),
with the advice of (and with provision
for review of such policies from time to
time, but at least annually, by) a group
of professional personnel associated
with the facility, including, but not
limited to, one or more physicians and
one or more registered nurses experi-
enced in rendering ESRD care.

(1) The patient care policies cover
the following:

(i) Scope of services provided by the
facility (either directly or under ar-
rangement).

(ii) Admission and discharge policies
(in relation to both in-facility care and
home care).

(iii) Medical supervision and physi-
cian services.

(iv) Patient long term programs, pa-
tient care plans and methods of imple-
mentation.

(v) Care of patients in medical and
other emergencies.

(vi) Pharmaceutical services.
(vii) Medical records (including those

maintained in the ESRD facility and in
the patients’ homes, to ensure con-
tinuity of care).

(viii) Administrative records.
(ix) Use and maintenance of the phys-

ical plant and equipment.
(x) Consultant qualifications, func-

tions, and responsibilities.
(xi) The provision of home dialysis

support services, if offered (see
§ 405.2163(e)).

(2) The physician-director of the fa-
cility is designated in writing to be re-
sponsible for the execution of patient
care policies. If the responsibility for
day-to-day execution of patient care
policies has been delegated by a
physican director to (or, in the case of
a self-dialysis unit, to another licensed
health practitioner) a registered nurse,
the physican-director provides medical
guidance in such matters.

(3) The facility policy provides that,
whenever feasible, hours for dialysis
are scheduled for patient convenience
and that arrangements are made to ac-
commodate employed patients who
wish to be dialyzed during their non-
working hours.

(4) The governing body adopts poli-
cies to ensure there is evaluation of the
progress each patient is making toward
the goals stated in the patient’s long
term program and patient’s care plan
(see § 405.2137(a)). Such evaluations are
carried out through regularly sched-
uled conferences, with participation by
the staff involved in the patient’s care.

(g) Standard: medical supervision and
emergency coverage. The governing body
of the ESRD dialysis and/or transplant
facility ensures that the health care of
every patient is under the continuing
supervision of a physician and that a
physician is available in emergency
situations.

(1) The physician responsible for the
patient’s medical supervision evaluates
the patient’s immediate and long-term
needs and on this basis prescribes a
planned regimen of care which covers
indicated dialysis and other ESRD
treatments, services, medications, diet,
special procedures recommended for
the health and safety of the patient,
and plans for continuing care and dis-
charge. Such plans are made with input
from other professional personnel in-
volved in the care of the patient.

(2) The governing body ensures that
there is always available medical care
for emergencies, 24 hours a day, 7 days
a week. There is posted at the nursing/
monitoring station a roster with the
names of the physicians to be called,
when they are available for emer-
gencies, and how they can be reached.

(h) Standard: medical staff. The gov-
erning body of the ESRD facility des-
ignates a qualified physician (see
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§ 405.2102) as director of the ESRD serv-
ices; the appointment is made upon the
recommendation of the facility’s orga-
nized medical staff, if there is one. The
governing body establishes written
policies regarding the development, ne-
gotiation, consummation, evaluation,
and termination of appointments to
the medical staff.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, and amended at 43
FR 48952, Oct. 19, 1978; 51 FR 30362, Aug. 26,
1986; 52 FR 36934, Oct. 2, 1987]

§ 405.2137 Condition: Patient long-
term program and patient care
plan.

Each facility maintains for each pa-
tient a written long-term program and
a written patient care plan to ensure
that each patient receives the appro-
priate modality of care and the appro-
priate care within that modality. The
patient, or where appropriate, parent
or legal guardian is involved with the
health team in the planning of care. A
copy of the current program and plan
accompany the patient on interfacility
transfer.

(a) Standard: patient long-term pro-
gram. There is a written long-term pro-
gram representing the selection of a
suitable treatment modality (i.e., di-
alysis or transplantation) and dialysis
setting (e.g., home, self-care) for each
patient.

(1) The program is developed by a
professional team which includes but is
not limited to the physician director of
the dialysis facility or center where
the patient is currently being treated,
a physician director of a center or fa-
cility which offers self-care dialysis
training (if not available at the loca-
tion where the patient is being treat-
ed), a transplant surgeon, a qualified
nurse responsible for nursing services,
a qualified dietitian and a qualified so-
cial worker.

(2) The program is formally reviewed
and revised in writing as necessary by
a team which includes but is not lim-
ited to the physician director of the di-
alysis facility or center where the pa-
tient is presently being treated, in ad-
dition to the other personnel listed in
paragraph (a)(1) of this section at least
every 12 months or more often as indi-
cated by the patient’s response to

treatment (see § 405.2161(b)(1) and
§ 405.2170(a)).

(3) The patient, parent, or legal
guardian, as appropriate, is involved in
the development of the patient’s long-
term program, and due consideration is
given to his preferences.

(4) A copy of the patient’s long-term
program accompanies the patient on
interfacility transfer or is sent within 1
working day.

(b) Standard: patient care plan. There
is a written patient care plan for each
patient of an ESRD facility (including
home dialysis patients under the super-
vision of the ESRD facility; see
§ 405.2163(e)), based upon the nature of
the patient’s illness, the treatment
prescribed, and an assessment of the
patient’s needs.

(1) The patient care plan is personal-
ized for the individual, reflects the psy-
chological, social, and functional needs
of the patient, and indicates the ESRD
and other care required as well as the
individualized modifications in ap-
proach necessary to achieve the long-
term and short-term goals.

(2) The plan is developed by a profes-
sional team consisting of at least the
physician responsible for the patient’s
ESRD care, a qualified nurse respon-
sible for nursing services, a qualified
social worker, and a qualified dietitian.

(3) The patient, parent, or legal
guardian, as appropriate, is involved in
the development of the care plan, and
due consideration is given to his pref-
erences.

(4) The care plan for patients whose
medical condition has not become sta-
bilized is reviewed at least monthly by
the professional patient care team de-
scribed in paragraph (b)(2) of this sec-
tion. For patients whose condition has
become stabilized, the care plan is re-
viewed every 6 months. The care plan
is revised as necessary to insure that it
provides for the patients ongoing
needs.

(5) If the patient is transferred to an-
other facility, the care plan is sent
with the patient or within 1 working
day.

(6) For a home–dialysis patient whose
care is under the supervision of the
ESRD facility, the care plan provides
for periodic monitoring of the patient’s
home adaptation, including provisions
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